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DETAILED ACTION 
Drawings 

The drawings are objeeted to as failing to comply with 37 CFR 1.84(p)(4) 
because reference character "42" has been used to designate both "second region" and 
"aperture" In fig. 4. Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are 
required in reply to the OfTice action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: 10. Corrected drawing sheets in compliance with 37 CFR 1.121(d) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
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informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Specification 

The disclosure is objected to because of the following informalities: "31" on page 
6, line 10 should be "13." 

Appropriate correction is required. 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: "a/the second portion" in claim 6, lines 4 and 2. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded In public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 1-4, 6, 15, 17-18, 25-26, and 29 are provisionally rejected on the ground 
of nonstatutory obviousness-type double patenting as being unpatentable over claims 1- 
13 of copending Application No. 11/298,251. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the instant invention 
of application claim 1 is broader than the invention of patent application 1 1/298,251 
claims 1 and 5 of the patent application 1 1/298,251 . The covering of the instant 
invention of application is equivalent to the drape of patent application 1 1/298,251 . With 
respect to claim 2, all the limitations can be found in claims 1 and 5 of patent application 
1 1/298,251. With respect to claim 3, all the limitations can be found in claim 2. With 
respect to claim 4, all the limitations can be found in claim 4 of patent application 
1 1/298,251 . With respect to claim 6, all the limitations can be found in claim 9 of patent 
application 1 1/298,251. With respect to claim 15, all the limitations can be found in 
claim 8 of patent application 1 1/298,251. With respect to claim 17, all the limitations can 
be found in claims 18-20 of patent application 1 1/298,251. With respect to claim 18, all 
the limitations can be found in claims 1 8-20 of patent application 1 1/298,251 . With 
respect to claim 25, all the limitations are found in claims 18-20 of patent application 
11/298,251. With respect to claim 26, all the limitations are found in claims 18-20 of 
patent application 1 1/298,251. With respect to claim 29, all the limitations are found in 
claims 1 , and 5. 

Claims 5 and 7-9 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1-2, 1-5, of 
copending Application No. 1 1/298,251 in view of Grier-ldris (U.S. Patent 5,197,493) and 
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Levitt et al. (U.S. Patent Application 2002/0108615). The patent application 1 1/298,251 
substantially discloses claims 1-4, see provisional rejection above, however patent 
application 11/298,251 fails to disclose a cellulosic substrate, a second region and 
portion made of the same material, and first and second portions made of the same 
material. Grier-ldris teaches a first (26) and second (14) portions made of cellulosic 
material, and Levitt teaches a second region (12) is made of cellulosic material. 
Polymeric film Is being interpreted as cellulosic material in accordance with the 
Merriam-Webster Dictionary definition attached. Therefore it would be obvious to one of 
ordinary skill in the art at the time of the invention to substitute the material of the 
covering for the materials, as taught by Grier-ldris and Levitt, because of cellulosic 
material's absorbent properties to remove fluid from the treatment site. 

Claims 19-20, 22, and 30 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting ias being unpatentable over claim 18-20 of 
copending Application No. 1 1/298,251 in view of Grier-ldris (U.S. Patent 5,197,493) and 
Levitt et al. (U.S. Patent Application 2002/0108615). The patent application 1 1/298,251 
substantially discloses claims 17 and 18, see provisional rejection above, however 
patent application 1 1/298,251 fails to disclose a cellulosic substrate, a siecond region 
and portion made of the same material, and first and second portions made of the same 
material. Grier-ldris teaches a first (26) and second (14) portions made of cellulosic 
material, and Levitt teaches a second region (12) is made of cellulosic material. 
Polymeric film is being interpreted as cellulosic material in accordance with the 
Merriam-Webster Dictionary definition attached. Therefore it would be obvious to one of 
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ordinary skill in the art at the time of the invention to substitute the material of the 
covering for the materials, as taught by Grier-ldris and Levitt, because of cellulosic 
material's absorbent properties to remove fluid from the treatment site. 

Claims 10-14 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-13 of 
copending Application No. 11/298,251 in view of Grier-ldrls (U.S. Patent 5,197,493) and 
Keusch etal. (U.S. Patent 5,225,236). The patent application 11/298,251 substantially 
discloses the invention's claims, see claim 1 , 2, and 6 provisional rejection above, 
however patent application 1 1/298,251 fails to disclose the first and second portion 
materials. Grier-ldris teaches a first portion made of polymeric film (col. 1, lines 14-16), 
and Keusch teaches a second portion made of a viscoelastic hydrophilic gel (col. 4, 
lines 5-10). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time of the invention was made to modify the device with the materials, as taught by 
Grier-ldris and Keusch, because of hydrophilic gel's absorbent properties to remove 
fluid from the treatment site. 

Claims 21 and 23 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 18-20 of 
copending Application No^ 1 1/298,251 in view of Grier-ldris (U.S. Patent 5,197,493) and 
Keusch et al. (U.S. Patent 5,225,236). The patent application 11/298,251 substantially 
discloses the invention's claims, see claims 17-19 provisional rejection above, however 
patent application 1 1/298,251 fails to disclose the first and second portion materials. 
Grier-ldris teaches a first portion made of polymeric film (col. 1 , lines 14-16), and 
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Keusch teaches a second portion made of a viscoelastic hydrophilic gel (col. 4, lines 5- 
10). Therefore, it would havis been obvious to one of ordinary skill in the art at the time 
of the invention was made to modify the device with the materials, as taught by Grier- 
Idris and Keusch, because of hydrophilic gel's absorbent properties to remove fluid from 
the treatment site. 

Claim 24 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 18-20 of copending Aplication No. 
1 1/298,251 in view of Lavender et al. (U.S. Patent 5,562,107). Patent application 
11/298,251 substantially discloses the invention's claims, see claim 17 provisional 
rejection above, however patent application 11/298,251 fails to disclose a first adhesive 
region strength that Is greater then the second adhesive region strength. Lavender 
teaches a hinged wound covering device (10) that has two layers of adhesive that allow 
the cover to be opened without removing the device from the patient (col. 1-2, lines 66- 
67, 1-9). Therefore, it would be obvious to one of ordinary skill in the art at the time of 
the invention was made to modify the adhesive strengths of the cover device of patent 
application 1 1/298,251 with that of Lavender, because adhesive of Lavender is used to 
allow the device to open and reseal without accidentally removing the device from the 
patient. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication In this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 6, 9, 15-20, 24-30 are rejected under 35 U.S.C, 102(b) as being 
anticipated by Gries-ldris (U.S. Patent 5,197,493). Grier-ldris discloses an incise 
system (10), comprising a flexible substrate defining an aperture pemnitting selective 
access to an aseptic treatment site (fig. 3), a transparent cover borne by the substrate 
(col. 1, lines 14-16) and which is irremovably affixed in aseptic covering relative to the 
aperture (fig. 3), a first (10) and second (11) region selectively detachable (col. 3, lines 
13-19) wherein the second region (11) comprises a disposable sterile drape. The drape 
is pressumed to be sterile because modern surgical drapes are Inherently sterile to 
prevent unnecessary infections. Perforations surround the first region (10) and allow for 
the first region (10) to be separated from the second region (11). The first region (10) 
has a first portion (26) that defines the fenestration, and a second portion (14) 
detachable from the second region (1 1), wherein the first (26) and second (14) portions 
are made of the same polymeric material (col. 1, lines 14-16). The transparent cover 
(col. 1, lines 14-16) defines a cavity over the aseptic treatment site (50) relative to the 
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fenestration (26), and the transparent cover (col. 1, lines 14-16) does not contact the 
aseptic treatment site (fig. 4). The device has a first adhesive region (24) Is borne on 
the second surface (22), and a second adhesive region (40) borne by the flexible 
transparent cover (col. 1, lines 14-16). The device can be adhesively fixed to the 
patient (col. 2, lines 12-15), and the transparent cover (col. 1, lines 13-19) can be 
moved from the covering to the uncovering position without detaching the device from 
the patient (col. 5, lines 36-43), because the first adhesive strength is greater than the 
second adhesive strength (col. 5, lines 36-43). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966). that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application Indicating 
obviousness or nonobviousness. 

Claim 5, 7, and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Grier-ldris (U.S. Patent 5,197,493) in view of Levitt et al. (U.S. Patent Application 
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Publication 2002/0108615). Grier-ldris substantially discloses the invention's claims; 
see claims 1, 2, 6, and 16-19 rejections above, however Grier-^ldris fails to disclose a 
second region and second portion comprising the same material nor that the material is 
cellulosic. Levitt teaches a drape (12) made of polymeric film. Examiner Is interpreting 
the polymeric film of the drape (12) to be made of a cellulosic material, since according 
to the Merriam-Webster Dictionary cellulosic acetate is defined as a polymeric film. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute the material of the drape disclosed by Grier-ldris for 
the polymeric film, as taught by Levitt, because of hydrophilic gel's absorbent properties 
to remove fluid from the treatment site. 

Claims 8. 10-14, and 23 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Grier-ldris (U.S. Patent 5,197,493) in view of Keusch et al. (U.S. Patent 
5,225,236). Grier-ldris substantially discloses the invention's claims; see claims 1, 2, 6, 
10 and 16-19 rejections above, and first and second surface of a hinged transparent 
cover (fig. 3) to the first portion (26) and able to be moved in a substantially arcuate 
path (fig. 3). The first portion (26) is releasabley bonded to the patient over the 
fenestration (26). However, Grier-ldris fails to disclose a second region fabricated from 
a different material. Keusch teaches a drape fabricated from a viscoelastic hydrophilic 
gel (col. 4, lines 5-10). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to substitute the Grier-ldris drape material for 
the viscoelastic hydrophilic gel, as taught by Keusch, because of hydrophilic gel's 
absorbent properties to remove fiuid from the treatment site. 
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Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Grier- 
Idris (U.S. Patent 5,197,493) in view of Wiedner et al. (U.S. Patent 5,538,012). Grier- 
Idris substantially discloses the invention's claims; see 17-19 rejections above, however 
Grier-ldris fails to disclose first and second portion made of different materials. Wiedner 
teaches a first portion (5) made of an absorbent material, and a second portion (4') 
made of siliconized paper. Therefore, it would have been obvious to one of ordinary 
skill In the art at the time in the Invention to substitute the material of the surgical device 
of Grier-ldris for the material, as taught by Wiedner, because of the non-absorbent 
properties of siliconized paper. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Dowdy (U.S. Patent 5,975,082), Veras (U.S. Patent Application 
2003/0009122), Burkoth (U.S. Patent Application 2003/00113827), Hathman (U.S. 
Patent 5,702.356). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brandon Jackson whose telephone number is (571)272- 
3414. The examiner can normally be reached on Monday - Friday 8-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571)272-4940. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Brandon Jackson 

Examiner 
Art Unit 3772 



BJ 




